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IN THE UNiTED STATES DISTRICT COURT 
FOR TECE DISTRICT OF MARYLAND 

ALPHARMAINC. 
One Executive Drive 
Fort Lee, NJ 07024, 

Plaintiff, 

V. 

MARK B. MCCLELLAN, M.D., PH.D. 
COMMISSIONER OF FOOD AND 
DRUGS, FOOD AND DRUG 
ADMINISTRATION, 
5600 Fishers Lane 
Rockville, Maryland 20857 
Montgomery County, Maryland, 

FOOD AND DRUG 
ADMINISTRATION, 
5600 Fishers Lane 
Rockville, Maryland 20857, 
Montgomery County, Maryland, 

Defendants. 
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COMPLAINT SEEKING REVIEW OF ADMXNISTRATIVE AGENCY ACTION, 
DECLARATORY JUDGMENT AND INJUNCTIVE RELIEF 

1. This is an action under the Administrative Procedure Act, 5 U.S.C. $6 701 to 706, 

the Federal Food, Drug, and Cosmetic Act (“FDC Act”), 21 U.S.C. $301 etseq., and its 

implementing regulations, 21 C.F.R. $6 501, et seq., and the Declaratory Judgment Act, 28 

U.S.C. $0 2201(a), 2202, for declaratory, injunctive, and other appropriate relief. 

2. Plaintiff Alpharma Inc. (“‘Aipharma”) seeks: (1) a declaratory judgment that the 

Food and Drug Administration (“FDA”) unlawfully granted PennField Oil Company and/or its 

subsidiary or division, PennField Animal Health (hereinafter “PennField”), approval to sell and 



market a new animal drug called bacitracin methylene disalicylate (hereinafter “Bacitracm MD’*) 

in violation of the FDC Act and its implementing regulations or, in the alter&ve, (2) a 

declaratory judgment that the FDA unlawfully facilitated PennField’s false representation of 

FDA approval for Bacitracin MD. 

JiJRISDIC’iION AND VENUE 

3. This Court has subject matter jurisdiction over this action pursuant to 5 U.S.C. $9 

702 to 706 and 28 U.S.C. $ 1346. 

4. The Court has personal jurisdiction over Defendants pursuant to 28 U.S.C. 0 

1331. 

5. Venue lies in this district under 28 USC. $ 1391(e). 

PARTIES 

6. Plaintiff Alpharma is a pharmaceutical company incorporated in Delaware, with 

its principal place of business in New Jersey. Alpharma’s products include animal drugs for use 

as feed additives that foster health and treat and prevent disease in poultry and livestock. One of 

Alpharma’s animal drug products is a Type A Medicated Article containing Bacitracin MD. 

7. Defendant Mark B. McClellan, M.D., Ph.D., sued only in his official capacity, is 

the Commissioner of Food and Drugs, FDA. 

8. Defendant FDA is an administrative agency of the United States within the 

meaning of 5 U.S.C. $701(b). The FDA is the administrative agency granted authority by 

Congress to regulate the interstate manufacture, sale, and distribution of foods, human and 

animal drugs, cosmetics, biologics, and medical devices in the United States. The FDA is the 



federal agency responsible for regulating drugs administered to animals directly and/or as a 

mixture in animal feed. 

FACTS 

I. THE FDA APPROVAL PROCESS FOR NEW ANIMAL DRUGS INTRODUCED 
AFTER 1968. 

9. In 1968, the FDC Act was amended to consolidate the FDA’s authority to review, 

approve, and regulate animal drugs, including animal drugs (such as antibiotics) added to animal 

feed (hereintier “Animal Drug Amendments”). See 21 U.S.C. 4 360b. 

10. Under the Animal Drug Amendments, a new animal drug is deemed “unsafe,” and 

therefore may not be marketed lawfully, unless the new animal drug has been approved by the 

FDA and its labeling, distribution, holding, and use conform to the conditions of that approval. 

Id. at $360b(a)(2). 

11. In order to obtain approval for a new animal drug, the manufacturer or its agent 

(hereinafter “Applicant”) must submit a new animal drug application (hereinafter “NADA”) to 

the FDA. Id at 0 360b(a), (b). 

12. The NADA for a new animal drug must include full reports of adequate and well 

controlled investigations (including studies in a target species, studies in laboratory animals, and 

field investigations) that show by substantia1 evidence that the drug is safe and effective for its 

intended use. Id at $5 360b(b)(l), (d)(l), (d)(3). 

13, The NADA for a new animal drug for use in feed must also include: (a) a list of 

the drug’s components; (b) a statement of the drug’s composition; (c) a description of the drug’s 

manufacturing, processing, and packaging procedures; (d) samples of the drug and intended 

animal feed; (e) proposed labeling for each intended use in animal feed; Q a description of 
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methods for determining the quantity of the drug within the feed; and (g) the tolerance, 

withdrawal period, or other use restrictions that are required in order to assure drug safety. Id. at 

8 36Ob(b)(l). 

14. The Applicant may incorporate into the NADA any pertinent information by 

specific reference. 21 C.F.R. $514,1(a). However, “[a]ny reference to information furnished by 

a person other than the Applicant may not be considered [by the FDA] unless its use is 

authorized in a written statement signed by the person who submitted it.” Id. 

15. Investigations required to support a NADA approval must provide substantial 

evidence of the safety and effkacy of the drug for each intended use under which approval is 

sought. 21 U.S.C. 6 36Ob(d)(l); 21 C.F.R. $0 514.4,514.11(a)(5)(ii). 

16. , Animal drugs are often used in combination with other animal drugs in animal 

feed. Each such animal drug combination requires FDA approval specific to that combination. 

21 U.S.C. 9 360b(d)(4). 

17. Animal drugs (such as antibiotics) for use in feed are often intended for multiple 

uses, i.e., to promote the growth of multiple species of animals and/or to promote multiple 

aspects of animal health (each aspect in each species being a specific intended use). Each 

intended use requires FDA approval specific to that use. 21 U.S.C. $360b(a)(2). 

18. After a NADA is approved for a specific new animal drug, a supplemental NADA 

must be submitted and approved by the FDA to enlarge the scope of the NADA (e.g., to add a 

new indication for use). 21 U.S.C. $5 360b(a)(2), (d)(4); 21 C.F.R. $ 514.8. 

19. In determining whether a new animal drug is safe for its intended use(s), the FDA 

must consider, among other things, “safety factors which in the opinion of experts, qualified by 
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scientific training and experience to evaluate the safety of such drugs, are appropriate for the use 

of animal experimentation data.” 21 U.S.C. 6 36Ob(d)(2). The FDA does not have the discretion 

to do otherwise. See id 

20. In determining whether a new animal drug is effective for its intended use(s), the 

FDA must ascertain that the NADA investigations were designed and interpreted “by experts 

qualified by scientific training and experience to evaluate the effectiveness of the drug involved, 

on the basis of which it could fairly and reasonably be concluded by such experts that the drug 

will have the effect it purports or is represented to have under the conditions of use prescribed, 

recommended, or suggested in the labeling or proposed labeling thereof.” See id. at 360b(d)(3). 

The FDA does not have the discretion to do otherwise. See id. 

21. Where NADA investigations are inadequate to show that a drug is safe and 

effective for its intended use(s), the FDA must issue an order refusing to approve the NADA. 

21 U.S.C. $360b(d)(l). The FDA does not have the discretion to do otherwise. See id 

22. After the FDA approves a new animal drug, the agency advises the public of the 

fact and scope of the approval by publication in the Federal Register. 21 U.S.C. 6 360b(i). To 

date, the FDA has not published notice of the NADA approval for Bacitracin MD granted to 

PennField. 

23. The FDC Act permits approval of “generic” versions of new animal drugs upon 

satisfying the requirements of the Abbreviated New Animal Drug Application (“ANADA”) 

procedure. 21 U.S.C. $360b(n). On information and belief, the ANADA process is not 

involved in the instant dispute. 



II. THE APPROVdL PROCESS FOR ANIMAZ, DRUGS INTRODUCED PRIOR TO 
1958. 

24. The FDC Act was enacted in 1938 to ensure that drugs were safe for their 

intended use. The Act was amended in 1962 to require that human and animal drugs be shown 

to be effective, as well as safe, for their intended use (hereinafter “1962 Amendments”). See 21 

USC. $6 301, et seq. Prior to the passage of the Animal Drug Amendments, there were 

multiple ways for an animal drug to be approved for marketing, Such a product could be 

approved via a NADA; new drug application; master file; antibiotic regulation; or food additive 

regulation. The Animal Drug Amendments consolidated the FDA’s regulatory authority over 

new animal drugs and deemed existing products to be approved under this statute if certain 

conditions were met. 

25. In order to carry out a retroactive evahration of the effectiveness of preexisting 

drugs (hereinafter “preexisting drugs”), the FDA arranged with the National Academy of 

Sciences/National Research Council (‘NAWNRC”) to conduct an efficacy review. 

26. The results of this review process, known as the Drug Efficacy Study 

Implementation (“DESIY), were published in the Federal Register (“DES1 Notices”). DES1 

Notices indicate which preexisting drugs are “effective” for a particular use. Companies seeking 

approval of claims subject to such DES1 Notices may not need to submit full effectiveness data 

to the FDA to gain that approval. 

27. However, any new use, combination, or other major variations of a preexisting 

animal drug still requires a new or supplemental NADA, including full reports of studies that 

establish proof of safety and effectiveness, See 21 U.S.C. $9 360b(a)(l), (d)(4); 21 C.F.R. 3 

514.8. , 
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In. BACITRACIN MD APPLICATIONS AND TKE FDA APPROVAL PROCESS. 

28. Bacitracin MD is an antibiotic animal drug that is added to the feed of various 

animal species (e.g., chicken, turkeys, quail, swine, and cattle) to promote growth and prevent or 

control various disease conditions. 

29. Bacitracin MD is regulated by the FDA with respect to: (a) the animal species in 

which it may be used; (b) the amounts that may be added to animal feed; (c) the specific 

indications for use that may be included on the product label; and (d) the particular companies 

that have approval for the product. See 21 C.F.R. 5 558.76. 

30. Bacitracin MD has been wideIy used for decades. The FDA has recognized four 

Bacitracin MD claims that were found to be “effective” under the DES1 review (hereinafter “4 
._ DES1 Claims”): , 

(a) 

@I 

(4 

Chickens: Four to 50 grams per ton of feed for increased rate of weight 
gain and improved feed efficiency. 

Turkeys: Four to 50 grams per ton of feed for increased rate of weight gain 
and improved feed efficiency. 

Pheasants: Four to SO grams per ton of feed for’increased rate of weight 
gain and improved feed efficiency. 

Quail (not over five weeks in age): Five to 20 grams per ton of feed for 
increased rate of weight gain and improved feed efficiency. 

21 C.F.R. $ 558.76(d)(l)(i), n.1 (“Th ese conditions are NAS/NRC PESI) reviewed and found 

effective.“); see also 35 Fed. Reg. 15408 (October 2, 1970) (amending the notice published at 

35 Fed. Reg., 1153 1 (July 17, 1970)). 
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31. Any use or combination of Bacitracin MD, other than the above 4 DES1 Claims, 

must be approved by the FDA based on a submitted NADA or supplemental NADA. See 21 

U.S.C. 0 360b(a)(2). 

A. ALP- LAWFULLY OBTAINED FDA APPROVAL FOR ALL 
POST-DES1 BACITRACIN MD USES. 

(1) Alpharma Has NADA and Supplemental NADA Approvals for A11 
Post-DES1 Uses of Bacitracin MD. 

32. In the 1960’s, S. B. Pennick & Company (hereinafter “Pennick”) received 

approval for two new (Post-DE%) uses of Bacitracin. Alpharma now owns the rights to these 

uses. 

33. On December 9, 1975, A.L. Laboratories, Inc. (hereinafter “A.L. Labs”) obtained 

the rights to NADA 046-592 for Bacitracin MD. A.L. Labs is Alpharma’s predecessor and 

Alpharma now owns NADA 046-592. In 1981, for administrative reasons, the FDA transferred 

the two Pennick claims to NADA 046-592. 

34. In the 1980’s and 1990’s, A.L. Labs and/or Alpharma filed supplements to 

NADA No. 046-592, and obtained FDA approval for 10 new uses of Bacitracin MD relevant to 

this case. Alpharma’s two claims through Pennick, and 10 claims cited above (collectively, “12 

Post-DES1 Claims”) and their approval dates are listed in 21 C.F.R. $9 558.76(d)(l), (d)(2) as 

follows: 

Claim Species Grams per Indications for Use Approval 
Number* Ton of Publication 

Feed Date 
1 Chickens 10 to 25 For increased egg production and Apr. lo,1981 

improved feed efficiency for egg (46 Fed. Reg. 
production. 21363) 

L Limitations: For first 7 months of 

8 



2 Swine 10 to 30 
production. 
For increased rate of weight gain Apr. 21,198 1 
and improved feed efficiency. (46 Fed. Reg. 

22754). 

Broiler 50 
Chickens 

Replacement 50 
Chickens 

Limitations: For growing and 
fmishing swine. 
As an aid in the prevention of Apr. 14,198l 
necrotic enteritis caused or (46 Fed. Reg. 
comphcated by Clostridium spp. 21748) 
or other organisms susceptible to 
bacitracin. 
As an aid in the prevention of July 3 1,1998 
necrotic enteritis caused or (63 Fed. Reg. 
complicated by CZostridium spp. 40824) 
or other organisms susceptible to 
bacitracin. 

Limitations: Feed continuously 
as soie ration. 

Broiler 100 to 200 As an aid in the control of Apr. 14,198l 
Chickens necrotic enteritis caused or (46 Fed. Reg. 

complicated by Ciostridium spp. 21748) 
or other organisms susceptible to 
bacitracin. 

Replacement 100 to 200 As an aid in the control of July 31, 1998 
Chickens necrotic enteritis caused or (63 Fed. Reg. 

complicated by Clostridium spp. 40824) 
or other organisms susceptible to 
bacitracin. 

7 Turkeys 200 

Limitations: Feed continuously 
as sole ration. Start at first 
clinical signs of disease, vary 
dosage based on severity of 
infection, administer 
continuously for 5 to 7 days or as 
long as clinical signs persist, then 
reduce medication to prevention 
level (50 grams per ton). 
As an aid in the control of Apr. 17,198l 
transmissible enteritis in growing (46 Fed. Reg. 
turkeys comphcated by 22361) 
organisms susceptibIe to 
bacitracin MI?. 
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8 Quail 

9 Swine 
(growing/ 
finishing) 

10 Pregnant 
sows 

11 Feedlot Beef 
Cattle 

200 

250 

250 

70 mg per 
head per 
day 

For the prevention of ulcerative 

Limitations: From Type A 
medicated articles containing 25, 
40, or 50 grams of bacitracin 
methylene disalicylate. Feed 
continuously as the sole ration. 
For control of swine dysentery 
associated with Treponema 
hyodysenteriae on premises with 
a history of swine dysentery but 
where signs of the disease have 
not yet occurred; or following an 
approved treatment of the disease 
condition. 

Apr. 30,1982 
(47 Fed. Reg. 
18591) 

Limitations: As sole ration. Not 
for use in swine weighing more 
than 250 pounds. Diagnosis 
should be confirmed by a 
veterinarian when results are not 
satisfactory. 
For control of clostridial enteritis May 7, 1991 

(56 Fed. Reg. 
21076) 

caused by C. per-ingens in 
suckling piglets. 

Limitations: As the sole ration. 
Feed to sows from 14 days 
before through 2 1 days after 
far-rowing on premises with a 
history of cIostridia1 scours. 
Diagnosis should be confirmed 
by a veterinarian when results 
are not satisfactory. 
For reduction in the number of 
liver condemnations due to 
abscesses. 

June 16,197O 
(35 Fed. Reg. 
9855) 

Limitations: Administer 
continuously throughout the 
feeding period. 
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12 Feedlot Beef 250 mg per 
v- 

For‘reduction in the number of 1 June 16, 1970 
Cattle head per liver condemnations due to ’ (35 Fed: Reg. 

day abscesses. 9855) 

Limitations: Administer 
continuously for 5 days then 
piscontinue for subsequent 25 
days, repeat the pattern during 
the feeding period. _ - - . __. *Numbers are for clarification only. They are based on the sequentia1 listing order of 2 1 CFR $9 

558.76(d)(l), (2) (excluding the 4 DES1 Claims and 2 c‘combiiation” claims not cited above). 

35. Pennick, A.L. Labs, and/or Alpharma (collectively, “Alpharma”) received 

approvals for each of the 12 Post-DES1 Claims based on proprietary data that Alpharma 

generated and submitted to the FDA for review (hereinafter “Proprietary Data”). 

36. On information and belief, Alpharma has not authorized the FDA to rely on 

Alpharma’s safety and effectiveness data for Bacitracin MD on behalf of PennField or its 

predecessor(s). 

37. Thus, any manufacturer seeking to obtain approval for any of the 12 Post-DES1 

Claims must submit its own original data that meet the application submission requirements of 

the Animal Drug Amendments. See 21 U.S.C. $8 360b(b), (n). 

(2) Alpharma Is the Only Party Listed by the FDA in 21 C.F.R. 9 558.76 
as Having FDA Approval for All Post-DES1 Uses of Bacitracin MD. 

38. Alpharma is the only party listed in 21 C.F.R. § 558.76 as having received 

approval for 10 of the 12 Post-DES1 Claims (Claims l-10 in 134) and the 4 DES1 Claims for 

Bacitracin MD. See $558.76(d)(l) (citing claims’ sponsor as “046573,” Alpharma’s drug labeler 

code assigned by the FDA pursuant to 2 1 C.F.R. $ 510.6OO(c)( 1)). In addition, Alphanna is the 

only sponsor of the remaining two Post-DES1 claims (Claims 1 l-12 in 7 34) See $558.76(d)(2). 
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39. In the pa&, there were two Bacitracin MD sponsors for uses listed in what would 

later become 21 C.F.R. $558.76: A.L. Labs, Alpharma’s predecessor, and Diamond Shamrock 

Chemical Company (hereinafter “Diamond”). At that time, there were approximately eleven 

intended uses of Bacitracin MD Iisted in that Section of the Code. 

40. Then, in the early 1970’s, safety issues arose regarding the potential of antibiotic 

animal drugs to contribute to the antibiotic resistance of certain strains of bacteria. To gather 

data on the subject, the FDA published a regulation requiring data submissions as a condition of 

continuing to enjoy any then-existing “interim marketing” rights for various antibiotics and 

combinations of antibiotics. See 38 Fed. Reg. 8282 (February 25,1976). A.L. Labs and 

Diamond agreed to provide requested information about antibiotic resistance. 

41. After review, the FDA subsequently withdrew approval for those eleven intended 

uses and removed them from 21 C.F.R. 6 558.76. See 44 Fed. Reg. 39387 (July 6,1979); 47 

Fed. Reg. 42100 (September 9,1982). 

42. Since only Alpharma and/or its predecessors submitted NADAs or NADA 

supplements and received valid approval for all new uses of Bacitracin MD, Alpharma is the 

only company with approva1 for all of the drug’s claims under 21 C.F.R. 6 558.76. 

B. PENNFIELD HAS NOT LAWFULLY OBTAINED FDA APPROVAL FOR 
ALL POST-DES1 BACITRACIN MD USES, BUT CLAIMS THAT IT HAS 
SUCH APPROVAL. 

43. PennField is a manufacturer and seller of animal drug products incorporated in 

Nebraska, with its principal place of business in Omaha, Nebraska. 

44. On information and belief, PennField obtained unlawful FDA approval of 10 

Post-DES1 Bacitracin MD Claims as successor in interest to Boehringer Ingelheim Vetmedica 
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Inc. (“Boehrmger’), Fermenta Aniial Health Co. (((Fermenta”), SDS Biotech Corporation, 

Diamond Shamrock Chemical Company, and/or Nopco. 

45. On or around December 23,2002, PennField began advertising in Fee&z&s 

weekly newspaper that it was introducing to the market a Bacitracin MD product called 

“Pennitracin MD 50-G.” A copy of PennField’s advertisement (including an enlargement of 

same for ease of viewing) is attached as Exhibit A. 

46. Shortly thereafter, Pennitracin MD 50-G became available for saIe. A copy of the 

label from a bag of Pennitracin MD 50-G is attached as Exhibit B. PennField states on the 

Pennitracin MD 50-G label that it has FDA approval for the 4 DESX and 10 of Alpharma’s 12 

Post-DES1 Bacitracin MD Claims. Compare Pennitracin MD 50-G Label, Exhibit B, with 21 

C.F.R. 6 558.76 summary chart in 134, supra (PennField’s 10 Post-DESI Claims correspond to 

chart numbers 2,9-12,3,5, 1 and 7-8, respectively). 

47. However, neither PennField nor its predecessors in interest were granted lawful 

approval for PennField’s 10 Post-DES1 Claims. 

48. On its product packaging, PennField identifies the basis of its claims to be 

“NADA 141-137, Approved by FDA.” 

49. PennField’s Bacitracin MD is promoted in the marketplace for uses consistent 

with the 10 Post-DES1 Claims. For example, Pennitracin MD 50-G is advertised on at least one 

medicated feed distributor’s website as “a granulated Type A medicated feed additive that is an 

antibacterial fermentation product for supplementing rations for swine, cattle, chickens, turkeys, 

pheasants and quail.” See http://www.asp-inc.com/products/fa.php, at 10, attached as Exhibit C. 
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As there are no Bacitracin MD DES1 Claims for swine and cattle, see 7 30, supra, this 

advertisement lists product uses for which PennField does not have FDA approval. 

50. On information and belief, PennField does not now and has never represented that 

it obtained FDA approval for Pennitracin MD 50-G via the ANADA process. If PennField had 

approval under ANADA, the FDA would have assigned an application number beginning with 

“ANADA,” rather than the TUDA” number stated on PennField’s product label. See Exhibit B. 

c. THE FDA’S ACTIONS ALLOWED PENNFIELD TO MAXI3 UNLAWFUL 
BACITRACIN MD APPROVAL CLAIMS. 

(1) The FDA Unlawfully Granted PennField Approval to Se11 Bacitracin 
MD and/m- Provided It with “Proof’ of Approval to Third Parties. 

51. On information and belief, in 1998, the FDA sent a letter to PennField or its 

t predecessor unlawfully granting it approval to market and sell Bacitracin MD for multiple Post- 

DES1 uses and/or providing it with false documentation of such approval, as described in more 

detail below. 

52. On information and belief, the process through which the FDA came to grant 

PennField unlawful approval to sell Bacitracin MD is as follows. It is believed and therefore 

averred that, in the late l99Os, the FDA recognized that, in some cases, the documentation 

available in the Agency’s flies regarding the approval status of animal drug products listed for 

the various sponsors in 21 C.F.R. 6 558.15 (hereinafter “Sponsors”) was incomplete. 

53. During the summer of 1998, the FDA began an effort to complete the 

administrative records of the approvals for the animal drug products and combinations identified 

in 21 C.F.R. 0 558.15(g)(l) and (2). As a result, the FDA sent letters to the Sponsors (many 
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dated July 29, 1998), including marketers of antibiotics and combinations of antibiotics used in 

animal feed (hereinafter “Certification Request”). 

54. Specifically, the FDA requested that the Sponsors provide any available 

information establishing that an approval corresponding to a specific listing in 21 C.F.R. 

0 558.15 was granted prior to February 25,1976. The Sponsors were asked to identify the 

products involved, certify the truthfulness and accuracy of the information presented under 

penarty of law, and provide “‘labehng consistent with the approval but no greater in scope than 

the listing in section 558.15” (hereinafter “Sponsor Certifications”). See July 29, 1998 Letter 

from Stephen F. Sundlof of the Center for Veterinary Medicine, FDA, to Donald A. Gable, of 

Boehringer (obtained via a Freedom of Information Act request (FDA File No. FOI-10927), 

i?rith redactions as shown), attached as Exhibit D. 

55. On information and belief, the FDA relied upon the Sponsor Certifications alone 

to establish that the sponsors were entitled to immediate NADA approval, in violation of 2 1 

U.S.C. $j 360b. 

56. The agency then sent the sponsors letters as proof of that approval (hereinafter 

“FDA Closure Letters”). See, e.g., November 12,199s Letters from Dr. Sundlof of the FDA, to 

Sondra C. Flick of Alpharma, with respect to Alpharma’s NADAs 141-130, 141-131, and 141- 

132, respectively, at 1 (“[your certification will be used along with information in our files as 

the administrative record of an approval for NADA [#I . . . for use for the indications and under 

the conditions of use specified in the labeling attached to your [Sponsor Certification] letter.“). 

These three letters are attached as Exhibit E. 
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57. Alternatively, the FDA did not make a final approval determination based on the 

Sponsor Certification, but nevertheless sent sponsors FDA Closure Letters worded in such a 

manner as to provide the sponsors with evidence that made it possible for them to falsely 

represent to third parties that they had FDA approval. See id C”[yJou may rely on this letter to 

verify the approval status of NADA [#].“). 

58. On information and belief, in 1998, the FDA requested that PennField’s 

predecessor in interest, Boehringer, provide the agency with Sponsor Certification regarding its 

Bacitracin MD approvals. 

59. On information and belief, although Boehringer was not entitled to do so, it 

submitted a Sponsor Certification stating that it was entitled to the 4 DES1 and 10 PennField 

I Post-DES1 Bacitracin MD Claims. See PennField’s Pennitracin MD-G Label, Exhibit B. 

60. On information and belief, despite Boehringer’s failure to file NADAs for any 

Post-DES1 Bacitracin MD Claims, the FDA sent the company an FDA Closure Letter approving 

and/or providing ‘proof” of approval for all 4 DES1 and 10 Post-DES1 Claims under NADA 

14 1 - 13 7. Boehringer named its Bacitracin MD “approved” under NADA 14 1 - 137 “Noptracin 

MD-50.” 

61. On information and belief, PennField purchased or otherwise came to own 

Boehringer’s “approval interest” in NADA 141-137 and recently began advertising and 

marketing the NADA “approval” under the name “Pennitracin MD G-50.” 

62. Prior to PennField’s entry into the Bacitracin MD market, Alpharma was the only 

company approved to sell Bacitracin MD. Since that time, based on the FDA’s actions, 
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PennField has been selling Bacitracin MD in competition with Aipharma, resulting in lost sales, 

profits, and good will to Alpharma and causing it continuing irreparable harm. 

cotJiYTs 

Count I: The FDA Granted PennField Amwovat for 
10 Post-DES1 Uses of Bacitracin MD in Violation of 21 C.F.R. 8360b 

63. Paragraphs 1 - 62 are incorporated herein as though the same were set forth in 

their entirety. 

64. On information and belief, in 1998, the FDA sent PennField and/or its 

predecessor(s) in interest (collectively “PennField”) an FDA Closure Letter in response to 

PennField’s Sponsor Certification. 

65. On information and belief, the FDA Closure Letter to PennField granted 
) 

PennField approval to sell and market Bacitracin MD for all of the Pennitracin MD 50-G label 

claims, including the following 10 Post-DES1 Claim uses (hereinafter ‘“PennField’s 10 Post- 

DEN Claims”): 

i. 

ii. . . . 
111. 

iv. 

V. 

vi. 

vii. 
. . . 

Vlll. 

ix. 

Swine: For 10 to 30 grams per ton of feed for increased rate of weight 
gains and improved feed efficiency. 
Swine: For 250 grams per ton of feed for control of swine dysentery. 
Pregnant Sows: For 250 grams per ton of feed for control of clostridial 
enteritis in suckling piglets. 
Feedlot Beef Cattle: For 70 mg per head per day for reduction in the 
number of liver condemnations. 
Feedlot Beef Cattle: For 250 mg per head per day for reduction in the 
number of liver condemnations. 
Broiler Chicken: For 50 grams per ton of feed as an aid in prevention of 
necrotic enteritis. 
Broiler Chicken: For 100 to 200 grams per ton of feed as an aid in 
prevention of necrotic enteritis. 
Laying Hens: For 10 to 25 grams per ton of feed for increased egg 
production and improved feed efficiency. 
Turkeys: For 200 grams per ton of feed as an aid in control of 
transmissible enteritis. 
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X. Quail: For 200 grams per ton of feed for prevention of ulcerative enteritis. 

See PennField’s Pennitracin MD-G Label, Exhibit B. 

66. On information and belief, the FDA granted approval for PennField’s 10 Post- 

DES1 Claims based solely or substantially upon PennField’s Sponsor Certification in which 

PennField erroneously claimed that it was entitled to the above 10 Claims, 

67. On information and belief, the FDA did not take any actions to investigate or 

verify PennField’s Sponsor Certification prior to granting approval of PennField’s 10 Post-DES1 

Claims. 

68. FDA’s granting PennField approval for PennField’s 10 Post-DES1 Claims is final 

agency action for which there is no other adequate remedy than this suit. 

69. The FDA’s granting PennField approval for PennField’s 10 Post-DES1 Claims 

was arbitrary and capricious and outside the discretion of the agency’s statutory authority. 

70. The FDA granted PennField approval for PennField’s 10 Post-DES1 Claims 

without considering necessary data, articulating an explanation establishing a rational connection 

between the facts found and the choice made, and/or weighing the relevant factors that Congress 

intended the FDA to weigh. 

71. The FDA approval for PennField’s 10 Post-DES1 Ciaims violates statutory 

authority in that the: 

(4 FDA failed to require that PennField submit a NADA or NADA 
supplements for PennField’s 10 Post-DES1 Claims, as required by 2 I 
U.S.C. 6 360b(a), (b) and 21 C.F.R. $6 514.4, 514.11(a)(5)(ii); 

FDA failed to require that PennField submit full reports of adequate and 
well controlled investigations that show by “substantial evidence” that 
each of PennField’s 10 Post-DES1 CIairns are safe and effective for use, as 
required by 21 U.S.C. $5 360b(b)(l), (d)(l), (d)(3); 
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PennField failed to submit a list of the Bacitracin MD components, as 
required by $3 60b(b)( 1); 

FDA faiIed to require that PennField submit a statement of Bacitracin MD 
composition, as required by $36Ob(b)(l); 

FDA failed to require that PennField submit a description of PennField’s 
Bacitracin MD manufacturing, processing, and packaging procedures, as 
required by 6 360b(b)(l); 

FDA failed to require that PennField submit samples of its Bacitracin MD 
product and intended animal feed, as required by 5 360b(b)(l); 

FDA failed to require that PennField submit proposed labeling for each 
PennField Post-DES1 claim, as required by $360b(b)(l); 

FDA failed to require that PennField submit a description of methods for 
determining the quantity of the drug within the feed, as required by 8 
3WW); 

FDA failed to require that PennField submit the tolerance, withdrawal 
period, or other use restrictions that are required in order to assure drug 
safety, as required by 6 360b(b)(l); 

FDA failed to consider, among other things, %afety factors which in the 
opinion of experts, qualified by scientific training and experience to 
evaluate the safety of such drugs, are appropriate for the use of animal 
experimentation data,” as required by 21 U.S.C. $360b(d)(2); 

FDA failed to require that PennField conduct investigations designed and 
interpreted “by experts qualified by scientific training and experience to 
evaluate the effectiveness of the drug involved, on the basis of which it 
could fairly and reasonably be concluded by such experts that the drug 
will have the effect it purports or is represented to have under the 
conditions of use prescribed, recommended, or suggested in the labeling or 
proposed labeling thereof,” as required by 6 360b(d)(3); 

FDA failed to ascertain that PennField Bacitracin MD drug labeling, 
distribution, holding, and use conform to the conditions of lawful FDA 
approval, as required by $ 360b(a)(2); and 

FDA failed to publish PennField’s approval for Bacitracin MD in the 
Federal Register, as required by 9 360b(i). 

19 



72. It was not within the FDA’s discretion to grant PennField approval for 

PennField’s 10 Post-DES1 Claims under 6 36Ob(b)(l) of the FDC Act. 

Count II: Alternativelv, the FDA Acted in a Manner That Enabled 
PennField to Falselv Represent to Third Parties That It Hsld 

.FDA Awroval for 10 Post-DES1 Uses of Bacitracin MD 

73. Paragraphs 1 - 62 are incorporated herein as though the same were set forth in 

their entirety. 

74. Alternatively, the FDA’s 1998 Closure Letter to PennField did not grant the 

company approval for PennField’s 10 Post-DES1 Claims, nor did the Agency intend for the FDA 

Closure Letter to grant such approval. Nevertheless, the language empIoyed in the 1998 FDA 

Closure Letter appears to third parties to grant PennFieId approval for al1 of its Pennitracin MD 

50-G label claims, including PennField’s 10 Post-DES1 Claims, in violation of 21 U.S.C. 5 360b. 

75. On information and belief, the FDA’s 1998 Closure Letter to PennField enabled 

the company to mislead third parties regarding FDA approval of Bacitracin MD and introduce an 

adulterated animal drug into the market in violation of 21 U.&C. Q 360b. 

76. On information and belief, the FDA’s failure to timely amend 21 C.F.R. 3 558.76 

to clarify that only Alpharma is entitled to the 12 Post-DES1 Bacitracin MD Claims further 

enabled PennField to mislead third parties regarding FDA approval of Bacitracin MD and 

introduce an adulterated animal drug into the market in violation of 21 U.S.C. 9 360b. 

77. On information and belief, the FDA’s failure to take enforcement actions against 

PennField to stop unlawfully marketing and selling Bacitracin MD further enabled PennField to 

mislead third parties regarding FDA approval of Bacitracin MD and introduce an adulterated 

animal drug into the market in violation of 21 U.S.C. $360b. 
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REOUESTED RELIEF 

WHEREFORE, Plaintiff prays that this Court: 

A. Enter a Declaratory Judgment holding unlawful and void the FDA’s approval of 

PennField’s 10 Post-DES1 Claims as arbitrary, capricious, an abuse of discretion, or otherwise 

not in accordance with law; 

B. Enter a Declaratory Judgment hoIdmg unlawful and void the FDA’s approval of 

PennField’s predecessor(s)’ 10 Post-DES1 Claims as arbitrary, capricious, an abuse of discretion, 

or otherwise not in accordance with lavv; 

C. Enter a Declaratory Judgment holding that the FDA’s 1998 Closure Letter to 

PennField and/or its predecessors does not confa FDA approval for Post-DESI Bacitracin MD 

Claims; 

D. Enter a Declaratory Judgment holding unlawful and void any other FDA 

approval(s) of any other Bacitracin MD claims made by PennField and/or its predecessors 

without appropriate application submissions to the FDA as arbitrary, capricious, an abuse of 

discretion, or otherwise not in accordance with law; 

E. Enjoin the FDA to take appropriate enforcement actions to stop PennField from 

making unauthorized Bacitracin MD approval claims; 

F. Enjoin the FDA from approving any new NADAs, supplemental NADAs, and/or 

ANADAs for Bacitracin MD claims made by PennField without appropriate application 

submissions to the FDA; 

G. Award Plaintiff its costs and reasonable attorneys fees incurred in this action; and 
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33. Grant such other relief as the Court may deem just and proper. 

Respectfully submitted, 

Date: May 13,2003 
Douglas J. Behr, Md. Federal Bar No. 0 13506 
John B. Dubeck, to be admittedpro hat vice 
Frederick A. Stearns, to be admittedpro hat vice 
Lynn Loris Owens, to be admittedpro hat vice 
Keller and $-leckman LLP 
1001 G Street, N.W. 
Washimgton, DC. 2000 1 
(202) 434-4100 
(202) 434-4646 (Fax) 

Counsel for Plaintiff, Alpharma Inc. 
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Bacitracin II isaliqlate 
Type A Medicated Article 

FOR MANUFACTURING REt3ISlEREDPOULTRY 
ANC?LiVESTOCKFEED~ 

NAOA 141-137 APPUQVEO BY R3A 

Label - front 



.,; : . . ‘,. e-..--UU-“....-...“L . . ..- .i . 

Label - back 



t. Pennitracin 

Type A Medicated Article 1 
zficterial .. ‘t s 1.’ 



. -. 

I~F~G~MGREB~ENTsz~ 
Each pound contains feed grade bacitracin methylene disalicyfate 

equivalent to 50 grams bacitra& 
(Master Standard) 

FOR MANUFACTURING REGISTERED POULTRY 
AND LIVESTOCK FEEDS 

NADA 141-137 APPROVED BY FDA (I- 



Type A Medicated Article 
Antibacterial 

SPECIES 
_ 

GF?AMSPENNfWWMD5OW 
PER@lN6FFEED RIMCATION FOR USE 





c 
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For your convenience, we have QuicWinder 
setup the qukkfinder. Just click A!%CQlEFGH I ZKLM 

I on a letter... N9PQEtSLMY!MXYZ 

4 Plex foain to view MaducLMx. 
A blend of Zinc Methionine Complex, Manganese Methbnine 
Complex, Copper Lysine Complex, and Cobalt Glucoheptonate. 
All ingredients are manufactured for use in animal feeds. 

4 Plex C . tosrn*vrewm 
A highly concentrated form of of Zinc Methionine Complex, 
Manganese Methlonine Complex, Copper Lysine Complex, and 
Cobalt Glucoheptonate. Aii ingredients are manufactured for 
use In animal feeds. 

A 

A-30 Vitamin Premix ~*cnQ&a.lnfa 
A-39 Vimin Premix is specifically formuiated for uniform 
dispersion in animal feeds. Vitamin A is essenUal to 
maintenance of vision, skin, hair, feathers, and nerves. It also 
helps maintain resistance to various infectious diseases. 

, AD3E-10 l..aobltoview~ 
AD3E-10 is a vltamin premix speciflcaliy formulated for 
uniform dispersion in animal feeds. Vimln A ls necessary for 
normal fundtions of vision, skin, nerves, and hair. Vitamin D is 
necessary for calcium and phosphorus metaboliun. 

A03530 Wntovkwolgdutinfp, 
AD3E-30 is a‘ vitamin prembc speci%zilly formuiated for 

’ 
uniform dispersion in animal feeds. Vitamin A is necessary, for 
normal functions of vision, skin, hair, and nerves. Vimin’D is 
necessary for caldum and phosphorus metabolism. 

Ammonium Chloride Wn t0vh wodw hf4h 
A dry free flowing white powder. The chemical formula is 
NH4CL. Labeled for use in animal feeds. 

Ammonium Sulfate 
A dry white prilled material labeled for feed use. 

Amprol@25% lBsElmQe*ptgpyajafa 
Amprol is for use in poultry feeds as an aM in prevention or 
treatment of coccidiosis. 

Amprol @ Plus bo VI- klb. 
! 

Amprol Plus is for use in poultry feeds as an aid in prevention 
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of cocddinosis. It is supplied as a premix for convenience in 
handling and uniform inaxporation in feed. 

Anise-Kist Leornto~-Prod~ 
Anise-W is a weil-rounded anise licorice aroma. Ideal for 
adding a consistent aroma to animal feeds of any type. 40 Ibs 
of product shipped in 6 gallon poly pails with ZipLodc poiy 
liners. 

AIWCOX i&d!lto 

AntKox is used for the prevention of cocddlosls In ruminating 
and non-ruminating calves and cattle caused by Elmer% Bovk 
and E. Zumii. 

Apple-Kist rn.B 
Apple-K&t is a well-rounded aroma. Ideal for adding a 
consistent aroma to animal feeds of any type. 40 Ibs of 
product shipped in 6 gallon poly pails with ZipLock p&y liners. 

As lO/lO &gintoMewofwhtctInfo. 

AS lo/16 aids in the maintenance of weight gains in the 
presence of respiratory d&ease such as shipping fever in beef 
cattle. 

AS PROP-SO kK!&kto.viewwoductklfet 
AS PROP-50 is a dry free flowing mold inhibitor for use in ail 
types of animal feeds. 

Aureo S 700 2G Crumbles baintovkwlxcldudirjp 
This antibiitic sulfa crumbies form is designed to be mixed in 
feeds for beef cattie for the maintenance of weight gains in 
the presence of respiratory diseases such as shipping fever. 

Aureo S 700 Granular kmin b3 view orodoct~~~ 
Aureo S 700 Granular is designed for use in beef cattle feeds 
as an aid in the maintenance of weight gains in the presence 
of respiratory disease. 

Avail Zn 40 &gain to view oru&t into. 
A diiute form of Zinc Amino Add complex for use in animal 
feeds. 

Avalla CU 100 LosirrtP~~~iaQ . 
A source of Copper Amino Acid Complex for use in animal 
feeds. 

Availa MN 80 toview~ 
A nitritionai source of Manganese Amino Add Complex for use 
in animal feeds. 

I Availa Z/M 

http://www.asp-iuc.comlproducts/fa.php 4LW2003 
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A combination of product that inducles both Zinc and 
I Manganese Amino Add Complexes. This product is a 
nutritionat product for use in animal feeds. 

Availa ZN 100 -w-@* 
A difute form of Uric Amino Acid complex for use in animal 
feeds. 

Availa- twlnb, 
A blend of Zinc Amino Acid Complex, Manganese Amino Acid 
Complex, Copper Amino Acid Complex and Cobalt 
Gfucoheptenate. This product is designed to supplement trace 
elements in an’lmaf feeds. 

Availa-FE 60 LoaintoviewLuoduQtnfo . 
A nutritional feed additive for Iron suppiementation. The Iron‘- 
is bound to an amino acid compiex. For use in animal feeds 
only. 

B tQTpn 

Ban-Pack Lash b viwe~uct iti, 

Ban-Pack ak+ in the prevention, migration, and establishment 
of large roundworms (Ascaris Suum) infections in swine. It 
also aids in the prevention of estabiishment of nodular worms 
(Oesophagostomum) infections in swine. 

Bicarb Bt 
Sodium bicarbonate for animal feed buffer, 

Biotin H-100 !s!!&l..tQ.~ew arodugiatp, 
Biotin H-100 is a vitamin premix for dispersion in animal feeds. 
Biotin is necessary for skin and coat. Biotin is essential to 
carbohydrate, fa& and protein metabolism. Biotin is related to 
hatchability in pot&y. 

Bovatec 66 mv(ewia 
Bovatec 68 is used for the enhancement of feed utifization and 
weight gain in cattie. 

Buttery Maple-Kkt bwin~viewrJad!ma 
Buttery Maple-Kist is a weft-rounded buttery mapie aroma.. 
Ideal for ading a consistent aroma to animal feeds of any type. 
40 lbs of product shipped in 6 gaiion poly pails with ZipLock 
poly liners. 

c 
Calcium Chloride kaill to view Llrodqt.fofa, 

! A source of the element cafcfum In the dWfcfe form. This 
form is water soluble and is for use in animal Feeds. 

http:/bww.asp-inc.com/products/fa.php 4/26/2003 
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Caldum lodate! i82!maebovkw 

.I 
Cakium Iodate is a good source OF nutritional iodine for 
animals. 

Caldum Proprionate to ‘ewcmduetinfe 
A dry mold inhibitor for use in animal feeds. Morewuser friendly 
dry product than some competitive products. 

Caldum Sulfate Lwin Mb* 
A source of calcium in the sulfate f&m for use in animal feeds. 

Choline Bitartrate 
A water soluble form of the vitamin Choline. 

Choline Chloride 60% 
Choline Chloride 600%~ Is an essential factor in the normal 
development of animals and is necessary for maximum growth 
of animals. Choline is essential for the transmission of nerve 
impulses and the prevention of fat accumulation in the tfver. 

Cobalt Carbonate ttlviw~!.. 
The element cobalt in the carbonate f&m. A dry free flowing 
powder for use in animal feeds. 

Cobalt Sulfate m ~~~.- 
! A source of the element cobalt for use in animal feeds. This 

source is highly water soluble. 

Coban m 60 bviewc&&,&& 
Coban TM 60 is an aid in the prevention of coccidiosis. In 
broiler chickens and replacement chkkens intended for use as 
caged layers. Also for turkey and quail. 

Copper Sulfate luviewDroductinfo. 
A beautiful blue cmllne powder whkh is water soluble. This 
source of the element copper is for use in animal feeds and 
also carries a water treatment label. 

cl-c-10 LQ@ltovl&wDm&t&$Q . 
CTC-10 aids in the growth promotion and feed effkiency in 
chkkens, turkeys, swine, growing beef cattle, lambs, sheep, 
and mink. It also aids with egg production, the treatment of 
blue comb in turkeys, and the prevention of liver abxesses in 
cattle. 

Cuplex loo @in to view ctrudaU* 

A concentrated form of Copper Lysfne for use in animal feeds, 

http://www.asp-inc.coxn/products/fa.php 4/26/2003 
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03-30 to~tnfo - . 
03-30 is a vitamin premix for dispersion in animal feeds. 

! Vitamin 0 is necessary for proper function of bones and for 
caldum and phosphorus metabolism, 

Deccox 0 b~hfo, 
Deccox is an anmial feed additive axrtaining 6% 
deccquinate which stops development of the coccidia early In 
the fife cycle. 

LX. Methionlne Feed Grade L9alntoviewfw!ductMfQ~ 
DL-Methlonine Peed Grade is approved for use in ail animal 
species, Particularly for use in monogas&@ lt ensures the 
adequate supply of sulfur amino adds, especially of the 
essential methionine. 

DYNA-K &#o- 
A source of highly wailable potassium (K) and chloride (Cl) 
that will help meet animal and poultry requirements for these 
essential nub&n&, 

Dynamate @ LPda.to 
Dynamate is a mineral consisting of the sulfate form of 
potassium and magnesium specially produced for the feed 
industry. It is a source of sulfur, potassium, and magnesium. 

I E 

E-125 wlin to view rJl-o&xhfo* 
E-125 is a vitamin premix for dispersion in animal feeds. 
Vitamin E is necessary for normal fertility and gestation. 

E-20 &Mtoviewomduct~ 2 

E-20 is a vitamin premix for dispersion in animal feeds. 
vitamin E is necessary for normal fertility and gestation. 

EDDI 79.5% Lwln*.m 
EDDI 79.5% (ethylenediamine dihydrbdide) is an exellent 
organic iodine source for animal nutrition. It is used in feeds, 
premixes, and salt blocks. 

Endox @ Dry duct In@ 
Endox Dry is a dry antioxidant for all processed animal feeds. 

Ener 011 m !?!2aautovlew hfQ2 
Ener GII Ts a paiatable, patented formula of calcium sab of 
long-chain fatty acids. Ener GII TM ls an essential, safe, 
concentrated source of rumen bypass energy used to decrease 
per unit cost of milk production and maximize profit 

! Equine Science Premix 

http:kvww.asp-inc.com/products/fa.php 4/26/2003 
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Equine Science Premix !s a compiete vitamin preniix designed 
for use in equinb feeds and supplements. 

F 

FAT PAC 99 zM !a!e.mviewa . 
FAT PAC 99 m is a highly concentrated fat source for 
economical use. FAT PAC 99 tM is used when a high energy 
ration is required for cat&, horse, swine, or sheep. 

Feed Curb Q Liquid 
FeedCurbLiquidisabroadspectrumacid 
microorganism inhibitor for feeds and feed ingredients. 

Feed Savor 0 liquid vkwLllductii$o~ 
Feed Savor Liquid is a liquid non-corrosive broad spec&um 
microorganism and mold inhibitor for animal feed. 

Fenbendaxole 0.6% toview~ . 
Fenbendazote 0.6% is used in swine for the removal of large 
round worms, whip worms, and other types of worms. It is 
used is cattie for the removal of lungworms, stomach worms, 
many other types of worms. 

Fish Meal bcl!$mmview~m 
This fish meal is ruminant grade with a high protein quality. It 
shows enhanced digestabiligy and ruminai undegrad&iiity. 

G padctoTqp 

Garlic-KM Into~infp_ . 

Garlic-KM is a well rounded gariic aroma. Ideal for adding a 
consistent aroma to animal feeds of any type.40 Ibs of 
product shipped in 6 gallon poiy pails with ZipLock poiy liners. 

H toTi&! 

X-100 Biotin -w.- 
H-100 Biotin is a vitamin premix for dispersion in animal feeds. 
Biotin is necessary for skin and coat, Biotin is essential to 
carbohydrate, fat, and protein metabolism. Biotin is related to 
hatchabitity ln poultry. 

I 

Iron Carbonate imin~~ewI?tpductlofa 
Aiso known as ferrous carbonate this source of the element 
Iron is in the carbonate form and is for use in animal feeds. 

’ bon Oxide Wnbovlewfxoduct~. 

http://www.asp-inc.comlproductslfarphp 412612003 
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This red form of the etement Iron is used primarily as a 
ern;$$ antmat feeds and has ttte tf any bioavattability to 

. 

Iron Sulfate to view omduci in*. 

This dry free flowing form of the element Iron is the water 
soluble form and is tat&d for animal feed use. 

K 

Kern Lac Cg Dry l&lain to viewQ&lct infi& 
Kern Lac k a concentrated stabilized source of microorganisms 
and enzymes which are benefkkt to sitage fermentation. 

Kern Sorb”’ Dry lporn to vkw ImxkJct info. 
Kern Sorb W Dry is a ftow agent (anti-caking agent) that 
improves ftowabtltty of feed ingredienfs and feeds by 
absorbtng and binding tnorgank and organk ttqutds and 
materials that cause ftow problems. 

t - 

Linco 10 kciah!toview- 
Linco 10 increases rate of gain in gmwtng-finishing swine. It 
also controls swine dysentery and reduces the severity of 
swtne mycoplasmat pneumonia cause by mycoptasma 
hypopneumodae. 

tina 4 @ain to view muduct info. 

tinco 4 Improves feed effktency of broiler chickens and atso 
controts necrotk enterttis caused by Ctostrtdium specks. 

Lysine HCL tovkwtxoductblfp. 
A synthetic amino acid for use in poultry and tttestock feeds. 

M 

MagnaFerm Yeast Culture bf!!toviw- 
MagnaFerm Yeast Cutture is a hth-quatii source of 
fermentation media and live, acttve Saccharomyces Cerevfsiae 
yeast cetls that are matured in a mutti-stage ferment&ton. 

Magnesium Oxide 54%~ !-Q#!>~~~ 
Magnesium Oxide is a free flowing, granular, cakined 
magnesite. 

Magnesium Sulfate LQainto~~ 
A source of the element magnesium in a sutfate form. lhts 
form is water solubte and ts for use in animat feeds. 

http://www.asp-inc.com/productdfa.php 4a6l2003 
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Manganese Sulfate tovitm~ 

? 
The sulfate form of the element manganese. This form ls both 
highly biivailable and the most water soluble animal feed 
form. 

Manganous Oxide illt!ame 
The oxide form of Manganese, an essential element.lhii 
product is approved for use in animal feeds. 

Manpro 160 -to 
A concentrated form of the complex of Manganese MethkWne. 
Labeled for use in animal feeds. 

Met-Pack mh~viewview 
h&c-Pack helps contrd swine dysentery, vibrlonk dysentery, 
bloody sccurs, or hemorrhagic dysentery. It also helps control 
bacbiai swine enteritis. It also increases the rate of wefght 
gain and improves feed effkziency In swine, 

MicroAid ls%lP 
A concentrated brownish-gray granular mater&l which 
contains the nabrally occuring biologkally active compound 
derived from the Yucca Shidigera plant. 

Microzyme Lodnm 
A Source of live, viable direct-fed mkroorganlsms, 
supplemental enzyme activity, and lie, act&e yeast for use in 
liestock and pet nutrition. 

Molastik intov&wuQdlJct RL 
Molastik is a binding agent designed for use with mofasses in 
blocks, range cubes, and pellets. 

Myco Curb S 8 Liquid rn&.. 
Myco Curb S Liquid is a surfactant / mold inhibitor for 
pmcessed feed ingredients, animal feeds, arid pet foods. ,.; 

Myco Curb @ Dry &gietoviewDrcductinfo. 
Myco Curb is a dry non-corrosive broad specbum mold 
inhibiior that Is non-corrosive to users. 

My&lake tl* Squid L!Y?&mr . 
My&lake Liquid is a non-corrosive liquid surfactant for 
treatment of grain intended as cattie feed. Grain is to be 
treated before flaking to reduce the amount of moisture 
required. 

N 

Naturox m Liquid mIintovlewlxoductinfa. 

Naturox Liquid is an all-natural antioxidant for preservation of 

http://www.asp-inc.com/productslfa.php 4/26/2003 
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fats, oils, fat soluble vitamins, flavors, aromas, carotenokfs, 
and other oxygen-sensitive materials. 

Naturox M Plus Dry -w 
Naturox Plus Dry is an all-natural free flowlng antioxidant for 
use in the preservation of oils, fats, fat soluble vitamins, 
flavors, aromas, camtenolds and other oxygen-sensitive 
materials. 

Neo-Dxy lO/lO -i 
Neo-Oxy lo/10 aids in the maintenance of weight gain and 
feed consumption in the presence of atrophk rhinitis in swine. 
It aiso aids in the control and prevention of bacterial enterlhs 
in pouh~+ and swine. 

Neo-Dxy SO/SO i.ra!!mdew 
A combination of two proven broad spectrum antibiotks - 
Neomycin and -line. 

Niadnamide, 99% iB!!mtiw . 
Niacinamkle is a supplement for animal nutrition to be added 
to premixes, concentrates, and complete feeds to supply the 
vitamin 83 requirement of the animal. 

NUbi-PIUrn LQolnntoLF&&x~ 
A highly digestible source of protein for use in commercial 
feeds. 

NutrSAL~ Non-Medicated Dry !lQzmAwvlew.l)roduct 
NutroCAL is a supplement of essential minerals and 
gluconeogenic sources to assist in maintaining a transition cow 
in excellent condition. NutroCAL is also an exceflent mold 
inhibitor. 

0 bdcto?c!Q 

Om Glo 8 Dry St0 ir?fo, 
Oro Glo provkfes natural yellow oxycarotenoids for poultry diet 
formulations. Or0 Glo can be used as the source of yellow, but 
for best results should be used along with other natural 
ingredients. 

P Ikckb 

Pel-Aid 0 f&!QtOVkWLWW.illCtblfO. 

Pet-Aid Is a unbue pelleting aid that serves as both a lubricant 
and a binder. 

Pel-Stik @ loaint0~~ 
Pel-Stik Is an ail purpose, low lndusion pellet binder that 
improves pellet quality. 

4/26/2003 
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Penndrlor 50 ewLJm&tthfa, 
Pennchior 50 is a Type A Medicated Artide that contains 

i chbrtetracycline as the calcium complex. Ch1ortetracyciine~is 
used in Iii and pouitry to treat disease, to aid in weight 
increase, and to improve feed/grain MO. 

Pennchlor 50 G L&l ta view lxoductjnb 
Pennchkr 50 G contains the broad spectrum antibi 
chfortetracycline. Pennchior 50 G is used in ii&stock and 
poultry to treat disease, to aid in weight increase, and to 
improve feed/gain ratio. 

Pennchlor S 700 35-G tvviewuoduct~ . 
Pennchlor S 700 is a broad spectrum combination feed 
additive for cattie. It is also an aid in the maintenance of 
weight gains in the presence of respiratory diseases. 

Pennchlor SP 250 ? QJg!g!* 
Pennchior SP 250 fp( is a triple feed grade antibiotic 
combination. Provides a broader spectrum of ad&& than a 
single drug product. 

Penncthrm 100 Hi-Ro 
PennchlorW 100 Hi-Pie is used in livestock and poultry feeds to 
treat disease, to aid in weight increase, and to improve 
feed/gain ratio. 

’ Pennchlorm 90 G Lwin.kre 
Pennchiorm 90 G is a broad spectrum antibiotic used in 
kvestock and poultry feeds. Pennchlorm 90 G is used to treat 
disease, to aid in weight increase, and to improve feed/gain 
ratb. 

Pennitradn MD 50-G twhltom 
Pennitracin is a granulated Type A medkated feed additive 
that is a antibacterial fetmentation product for supplementing 
rations for swine, cattle, chickens, turkeys, pheasants and 
quail. ’ 

Pennox Tn 100 HI-A0 !Lr!akL*.*- 
Pennox TM 100 Hi-Ffo is a feed grade antibiotic containing 
Oxytetmcyciine. Oxytetracycfine is highly eif&ive in treatment 
of various c&eases and for an increased weight gain and 
improved feed effciency. 

Pennox 1w 50 i&!2wato~p@ductinfQ, 
Pennox TM 50 is a feed grade antibiotic containing 
oxytetracydine for use in livestock and pouttry feeds. Fennox 
R* SO is used for disease control and treatment for an 
increased rate of weight gain and Improved feed effdency. 

I Pennoxm 200 Hi-Flo Lwintovteuvr 

http://wvw.asp-inc.com/products/fa.php 4/26/2003 
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Pennoxm 200 Hi-Flo is a feed grade antibiotic containing 
oxyt&mcycline. Pennoxtn 200 HI-Flo is highly effect&e in 
treatment of various diseases and for an imsed rate of 
weight gain and improved feed efWency. 

PET-OX 8 DRY 
PET-OX 0 DRY is a dq antioxidant for atl proceed pet foods, 

PET-OX @ LIQUID Is a liquid antioxidant for all processed pet 
foods and food ingredients. This product does not contain 
ethoxyquin. 

Phos 18% cooinboe 
A dry free flowing powder for use in animal feeds to 
supplement phosphorus. 

Phos 18.5% toviewfnQ&&j& 
A dry free flowing powder for use in animal feeds to 
supplement pJlo!Sphorus 

Phos 21% 
A dry free fiowing powder for use in animal feeds to 
supplement phosphorus 

Phos 24% m~toviewDloductInfo. 
A dry free flowing powder for use in animal feeds to 
supplement phosphorus 

Potassium Chloride 
A source of highly available potassium (K) and chloride (Cl) 
that will help meet animal and pou&y requirements for these 
essential nutrients. 

Potassium Iodide @aimtoviewmw&ctinb. 

Potassium Iodide is a nutritional source of iodine in animal 
feeds. 

Poultry Science Premix tM lb?#b*woductlafo, 
PO&y Science Premix is a complete vitamin and trace mineral 
premix specifically formulated for use in poultry feeds and 
supplements. 

Rabon 7.76% &aintovkwtn&$&& 
An oral iarvicide for fiy control in the following species; horses, 
lactating dairy cows, beef cattle, swine, and mink. 

Rabon @ 97,3% louhtI?viewpIDduct~ 
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R&on is an oral larvadde premix for use with horses. Pabun 
kills all types of flies in the larval stage. 

Rendox TM A Liquid view orodua Info. 

Rendox A Liquid is an antioxidant for fits, meal, and feeds. 

Rendox m Uquid @In to view duct info. 

Rendox Liquid is an antioxidant which can be used In a variety 
of fats, oils, and poultry meal. This is for use when ethoxyquin 
and BtiA are f&&ted. 

Rendox @ AET Uquid -!239!GQ~~~ . 
Rendox AET is a general purpose liquid antioxidant for use in 
fats, oils, and meat meaL 

Rumensin @ 80 mh~viewwoduct 
Rumensin @ 80 is used for improved feed efkiency, for 
increased rate of gain, and for the prevenhon and aMrol of 
cocddk&. 

Ruminant Science Premix M toviewmuducthfe 
Ruminant Science Premix is a complete vitamin and trace 
mineral premix specificaliy formulated for use in ruminant 
feeds and supplements. 

Selenium .02% -bo 
A selenium premix sped&ally formulated for uniform 
dispersion in finished feed. 

Selenium .06% Lodll to view lxodllctinfot 
A selenium premix specifically formulated for uniform 
dispersion in finished feed. 

Selenium .200/o C 
Selenium .20% is a selenium premix specificaiiy formulated for 
uniform dispersfon in finished feed. 

Selenium 1% 
Selenium 1% is a selenium premix specifWly formulated for 
unlfom, dispersion in finished feed. 

Sodium Bentonite f-Q&taview- 
A mined clay for use as a pallet binder In animal feeds. 

Sodium Bicarbonqte Lsslntovtemmbt& 
Sodium Bicarbonate for animal fazed buffer. 

’ Sulphur Dust 99.5% Lpoin~~lmduainlb . 

ht$dwww.asp-inc.codproducts/fa.php 4/26/2003 
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A source of the element sulphur in a dry free flowing powder 
for use in animal feeds. 

Super-Lube” 
Super-Lube is a lubricant for pelleting hard-to-pellet feeds, 
That is, those difficult to get through the diet. 

Swine Science Premix n* mw @o . 
Swine Science Premix is a complete vitamin premix specifically 
formulated for use in swine feeds and supplements. 

T 

Threonine 98.5% L&M~viewlB!xkmb 

A synthetic amino acid for use in animal feeds. 

Tra-Min Ruminant M bvicwDIQd%tlalh, 
Tra-Min Ruminant is a compiete source of trace eiements for 
ruminants. 

TraMin Sheep W l+QQ~~~~~!Jmfn 
Tm-Min Sheep is a complete source of trace elements for use ,. 
in sheep feeds and supplements. 

Tra-Min Swine/Poultry TM to vk&@&wtirlh>, 
Tra-Min Swine/Poultry is a complete source of trace elements 
for use in swine and poultry feeds and supplements. 

Tryptophan 98.5% Lpainto~ 

A synthetic amino acid for use in animal feeds. 

Turkey Breeder Ptemix wn~~ew- 
Turkey Breeder Premix is specificaiiy formulat& for uniform 
dispersion in turkey feeds. Contains both water soluble and ‘4% 
soluble vitamins for complete vitamin fortification. 

Tylan @ 10 !ak! .@.HV 
Tyian 10 is used for increased rate of weight gain and 
improved feed efficiency. It also helps prevent and or contrai 
porcine proliferative enteropathies. It also can be used for the 
prevent&n of swine dysentery. 

Tyian 40 is used for increase rate of weight gain and improved 
feed efficiency. Also used for the prevention and control of 
swine dysentery and porcine proliierative enteropathies. 

U 

’ Ultra Curb @ Lo@tbviewDduq&@Q . 

http:kvww.asp-inc.com/produ&s/fa.php 4/26/2003 
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A lfauid mold inhibiior/sur&ctant for Piocesxxl feed 
Ing&dien& and anhnal feeds. . 

Urea is used as a source of non-protein n 
feeds for ruminant animals (cattle, sheep, goats) for a source 
of equivalent crude protein. 

W 

Whey Losinto.view 
A dry powdered from of both milk pmtien and milk sugars. 

X 

XP-4 Sodium Phosphate fBarntoview~ 

A source of phosphorus for animal feeds. This source is a dry 
free flowing powder, however it is water soluble 

Yeast Culture XP Liwlntovlew 
This product begins with a live yeast, which is then placed on 
a blended protein source, goes through a full fermentation, is 
then dried and sold as a yeast culture. The product is for use 
in all types of animal feeds. 

Z 

Zinpro 100 toaintoview* 
A nutritional feed additive for livestock and poultry. When 
used as a commercial feed ingredient it must @ de&red as 
zinc methionine. 

tinpro 40 lpoh @vrew_fm&caia 
A nutritional feed additive for livesbxk and poultry. When 
used as a commercial feed ingredknt It must be declared as 
zinc methionine. 

http:/lwww.asp-inc.conlproducts/faphp 4/26/2003 
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DonaId A. Gable, D.V.M. 
M=ger, Pharmacetical Reguktory Af%irs 
Boebringer rngelhcim vetmedica, rnc. 
15th&Oak 
P.O. Box 338 
Elmod, ICmsas 66024 

As you are aware, Bacitracin Methykne DisaiicyIate and 

t $1 ppear as lidiis for Boe 3 
gcr lngeiheim in-21 CPR 6 558.15 

(the Food and Dtug AdmZstmnon’s (FDA) tqulation providing for interim market@ of 
antibiotics and combinations of antibiotics). The preamble to 21 CFR 0 558.15 states that only 
new animal drugs which had been determined to be approved for use by a new animal drug 
application, a new drug application, a master file, an antibiotic regulation or a food additive 
regulation were listed as having interim marketing rights. (41 FR 8282,8285, February 25, 
1976). This statement was made in response to a comment regardiig the impact on section 
558.15 of the court decision in HofTinan LaRoche v. Weinberaeq~425 F.Supp. 890 @XX. 
1975). That decision held that an Ageniy poticy that altowed the marketing of unapproved drugs 
was inconsistent with the Federal Food, Drug, and Cosmetic Act Therefore, the Agency 
intended to include in the 2 I CFR fi 558.15 listings only new animal drugs or combinations of 
new animal drugs and conditions of use approved by one of the mechanisms described above. 

When the Agency attempted to reconstruct its records of the approvals for new animal drugs or 
combinations of new animal drugs and conditions of use tibject to the listings in 21* CPR Q 
558.15, it found the records for some of them to be incomplete. The Agency previously adviki 
sponsors of some new animal drugs listed ‘m section 558.15 of the incomplete state of the 
Agency’s records in the Notices of Opportunity for Hearings (NOOHs) on proposed withdrawal 
of approvals for certain antibiotic uses (42 FR 43772,43773, August 30,1977; 42 FR 56264, 
56265, October 21.1977). The notices state that: . 

[u)ndcr section 108fbx2) of the Animal Drug Amendments of 1968 (Pub. L. 90- 
399), any approval of a new animaI drug granted prior to the effective date of the 
amendments whether through approval of a new drug application, master file, 
antibiotic regulation, or food additive regulation, &ntinues in effect untii 
withlrawn in accordance with the provisions of section 5 12 of the Federal Food, 
Drug, and Cosmetic Act (21 USC. 36%). Many such apprevals were issued 
long ago, and some may never have been used by the holder of the approvsi. 
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Consequently, the current fles of the l =- FDA 
reflect the existence of some approvals. 

may be iacoxnpkc and may ~1 to 

The NOOH requested sponsors with approved new animaI dxugs that were wi& the scope of 
the notices but not listed in the notices to submit proof of the txistence of apppti to the 
Agclncy.Ioaddition,theAgencyhasfouadthatthe~rkforothernew~~listedin 
section 558.15 that were outside the scope of the I977 NOOHs am in~mpletc. 

The Agency has been unable to reconstruct fi-om its records the existence of an approval for a 
product or products represented by the fotiow@iistings for Boehringcr Ingelheim in section 
558. IS: Bacitracin Methylene Disalicylate and the combiition oft 7 . 

c+ 
. : . ) 

c the agency Goes have its statement in the preamble to 21 CFR 3 558: I’s’ihat all r& 
animal drugs listed in the regukion were subject to approvals, the Agency has inadequate 
documentation to support an approval for new animal drugs subject to the list@ noted above. 

The Agency would like to resolve the factuaI issues resulting fkom the incomplete nature of the 
Agency’s current records and confinn th4 approval status of new animai drugs for the conditions 
of use Listed in section 558.15. In this regard, we are requesting assistance from all sponsors of 
new animal dxugs fisted in section 558.15 for which oui records are incomplete, We are asking 
that such sponsors, if they have information (including statements fkom persons with personal 
icnowiedge) establishing that an approval corresponding to a specific listing in section 558.1 S 
was granted prior to the February 25,1976, publication date of 21 CFR 0 558.15, identify the 
invokd product(s) and certi@ the approvaf status to the Agency. 

If you have tiormation regarfmg the approval status of new animal dmgs or combinations of 
new kimal drugs corresponding to the listings cited in this letter, we ask that you identify each 
such new animal drug or combination of new animal drugs, attach associated product iabeliig, 
and certii$ its approval status. The Agency wilt use the certification you provide along with the 
statement in the preamble to 21 CFR 3 558.15 and other information in the Agency’& files 
regarding the approval status of the new animal drug as the administrative record of the approval 

This record would help ensure that Agency actions are consistent with the actual approval status 
of your new anin& drug(s). Furthermore, this record will be used to xespond to any judicial 
challenge to a new animal drug’s approval status. While the Aiency cannot guarantee that a 
court would find this record sufEcient ifthe approval status is chaltenged, the Agency believes it 
can make arguments in tight of the history surroundiig new animal chugs in this class (e.g., the 
transition under the 1968 amendments, the Iong passage of time since the approvals were 
granted, etc.) to support a fiidimg by a court that the record is adequate. - 

Your certification should be in the form of a ietter signed by an individual with the authority to 
bid the firm in matters relating to new animal drug applications, and should contain the 
following language: “I (name and titk of the responsible individml at the firm, including the 
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fids name) CERTIFY that (name of mw allimd drug or combiion of new animal d&-up) 
was approwd for (firm name) by the Food and Drug Adminisration by (sp&@ the w of 
8ppxWal: 1) ,nCw animal drug application; 2) new dXXIg applicatioa; 3) antibiotic regulation; 4) 
food additive kgulation; or 5) master file) prior to Februazy 25,1976, for the &llowing species, 
use levels, and indications for use listed ia 21 CFR 558.tS: (specify SZMC)P lfyouate CC&$& 
the approval status of scmral products, repeat this stat~ent for each product. Ifthe approvaI was 
granted to a@ entity other than the present f your certification should include a description 
tracing the ownership of the approval from the original recipient to the f%m named in the current 
catificatiox~ You should attach to the certifbtion labclbg consistent with the approti buz no 
greater in scope than the listing in section 558.13 for each new animal dxug for which 
certification is b&g made. Your c&i&&ion letter should also include the following statements 
“I~IFYthat~thcstatementsmadeinthisl~antrtleandcompieteto~ebestofmy 
knowledge and ability and that the attached new animal drug l&ek arc &UC and complete copies. 
I understand tha& as with any other statemc~@ pmvidcd to the Food and Dnrg Administration, 
wilfidly making a f&c certification is a criminal offense ,under U.S. Code, Title 18, Sec. 1001.” 

We ask that you provide the above certification within 60 days. Once the approval status of 
products subject to a smaU group of lktings ‘m section 558.15 is clarified, the Agency at present 
anticipates codit’ying &ewhere in Part 558 as approval regulations products for which 
certification is received, and subsequently taking steps to withdraw section 55815. If you have 
any questions, please contact Andrew J. Bcaulicu, Deputfr Director, Of&e of New Animal Drug 
Evaluation at the Center for Veterinary Medicine. We thank you for your assistance in this 
matter. 

Stephen F. Sunat& D.V.M., Ph.D. 
Ditor, Center for Veterinary Medicine 
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NADA 141-130 A0000 

l Sandra C. Flick 
Diitor Regulatory AfGh-s 
ALPHARMAInc. 
Animal Health Division 
One Exective Drive 
Fort Lee, New Jersey 07024 

cc: NADA 141-130 
S. Flick 
D* RuPP 
J. Skiutter 
L. Muir 

Dear Ms. Flick: 

This letter will confirm receipt of your certification letter dated October 8,1998, sent to 
CVM in response to my letter of July 29,199s. The letter related to the cumbiion of 
zoalene and bacitracin methylene disalicylate which is the subject ofNADA 141-130. 

In ztccordauce with my letter, your certification will be used along with information in our 
files as the adminiskative record of an apixoval for NADA 141-130 which provides for a 
Type A Medicated Article, zoafene’(O.O04% to 0.0125%) and bacitracin methylene 
disalicyfate (4 to 50 grams per ton), for use for the indications and under the conditions of 
use specified in the labeling attached to your fetter, 

The agency will begin the work of codifying the approval via publication in the Federal 
Register. This task most iiiely ~$1 he accomplished as part of an action af&ting a 
numlxz of products currently listed in 21 CFR 558.15. We will make every effort to 
bring this process to a conclusion as rapidly as possible given resource constraints and 
public health priorities, In the m-time, you may rely on this letter to verzfL the 
approved status of NADA 141-130. 

If you have any questions concerning the agency’s position regarding this NADA and the 
subject products, pleaSc do not hesitate to call me. 

Stepheu F, SuxxUof, D.V.M., Ph.D. 
Director, Cwer fop Veterhxuy Medicine 
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Sandra C. Nick 
DkcctotRsgulatory Aflkirs 
ALPHAM Inc. 
Animal He&h Division 
One Exccutivc Dfive 
Fort Lse, New Jersey 07024 

Dear Ms. Flick; 

This letter will confirm receipt of your cutification ictm dated October 8,1998, sent to 
CVM in rcspmse ta my ktcr of JuIy 29,199& The Icttcr dated to the combiion of 
zoakne, hacitmcin methykae &dicyIaw and roxmone which is the subject of DADA 
141-131, 

In accordance with my imU, your certifkation will be used along with information in our 
files as the adruinistrati~c rclcotd of an approval fbt NADA 141-331 w&h pnwides for a 
Type A Mdcatcd Article, zoakne {0.006fJ.O~2S%) with bacbcin mcthykne 
disalicyktc @MD) (4 to 50 gram per ton) and ro- 22.7 to 45.4 grams per ton for 
use for the indications and under the conditions of use specified In the lab&q anPrchcd 
to your ktter. 

The agency will begin the work of cod@& tha appro~&via publication in the Fcdezal 
Rcg;ister, This task most likely wiM be accomplisbc~ as gas of an 8&x1 affecting a 
number of pmducts curmsly iisted in 21 CFR SS8.1 s. WC will make every effoa to 
bring this process to e conchasioa as nyridly as possible given resoum cimstraints and 
public h&h priorities, In the meantime* you may rely on this letter to vilify the 
approved status 0fNADA 141-131. 

If you have any questions concdng the agency9 position ngazding this NADA and the 
sub]& products, please da not hesitate to cdl me. 

Stephen F. Sundkf, D.VM, Ph.D. 
Director, Center for Vctclinary Medicine 



_ __-.-_ I, ._ __ _ ,“I ___..“__l_______l..“__ -I-. . _.. 
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NADA 141-132 A0000 

l Sondca C. Flick 
DinctclrRe~Affsirs 
ALP- Inc. 
AnimatHealthDivision 
one &ccutlve Drive 
Fort Lee, NJ 07024 

Dear Ms. Flick: 

Tbir fetter will confIrm receipt of your cctifidon fetter dntcd October 8,1QQ8, sent to 
CVM k! IGS~OIUIO to my Ictt~ of Jdy 29,1998. The letter related to the combixiation of 
nitarsonc and bacitracin dm which is the subject of NADA 14 l-X32. 

In 8ccord8nce with my letter, your wrtifieatjon wili bc wed along with information in OUT 
filcsasthc~~crecordofanappravalforNADA141-132whIehprovidesfora 
Type A Medicuted Arti~lc, rdarsme ~0.01875%) and bacimcin dnc (4 to 50 g/ton) far 
use far the indic8lions and u&r the conditims of use spcificd in the labeling attached 
to your letter. 

The agency Will begin tb work of cadifjinp, the qzpfm$l via publication in the Federal 
Register. This task most lily will be eccomplished as part of aa action afhting a 
number of products cmeatly listed in 2 i CFR 558.15. WC will make every effim to “ 
b&g this JXCKCSS to a conclWon es rapidly ES possible &en resource constraims and 
public health pdarities. la the meantime, you may rely on this letter to verify the 
approved status ofNAM t4!-132. 

If you have any questions txxicctig the ttgcncy's position regardiag this DADA and the 
subject pmducta, pleae do not hesitate to Cau me. 

Stcpben F. Stand& D.V.M,, P6D. 
DirCCtOf, CtWr fat Vctoriaary Medicine 



l 38mcsH.SchafeI 

CQns~ttotheVeteIinQty 

Phaml8ccuticat Itldumy 

8M)HebnaCourt 

Ft. Collins, CaIorado 110524 

Dear DI. scbafcr: 

This 1ctte1 will cuti receipt of your crxtificatun letter dated Oot-uttcr 23,I998, sent to 
CVM in ruspase to my lettct of ldy 29,1998, adilrosscd 10 Mr. E&k Cl. Wolfof 
bff~ik I Inc. The letter related to the combination of nichazin, b&n& (BMD] and 
roxarsone which b the subject of DADA Nl-853, 

SiaceteIy your* , 

Stephen F. Sup&~ D.V.M., Fb.D. 
Director, center for veterinaty M&inc 



,. 
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